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CERTIFICATE OF ANALYSIS / CEPTUPUKAT AHAINTU3A

Product: / Mpoaykr NASIVIN SENSITIVE
Nasal metered spray 11,25 pg/dose /
HA3UBUH CEHCUTUB,
cnpen HazanbHbIN 4O3UPOBaHHbLIN, 11,25 mKkr/aosa
SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne naptum: 255610A
Manufacturing date (mm.yyyy): /
Oara npou3soacTBa (MM.ITIT): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTu (MMm.rrrr): 03.2025

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

Mpoussoaurens B COOTBETCTBUM

c peructpaumei B Poccuu:

«®amap Xanc Kaa Cepsucus Magpun, C.A.Y.»

Parameter / MapameTp

Specifications / Cneuudukauum Results / PeaynbtaThbl

Description / Onucanue

Transparent or nearly transparent, from |conforms
almost colorless to slightly yellow
solution. / MNpo3payHbIA UNY NOYTK
Npo3payHbiii, NouTH GecuBeTHbIR unn
Cnerka XenTbi pacTeop.

Identification Oxymetazoline
hydrochlroide /
NpeHTYHOCTb
oKCcUMeTa3onuHa
rugapoxnopvaa

The retention time of the main peak on | conforms
the chromatogram of tested solution is
required to correspond to the retention
time of the main peak on the
chromatogram of oxymetazoline
hydrochloride standard solution,
received at assay testing. / Bpems
yAep>XaHUA OCHOBHOrO Nuka Ha
XpomaTtorpaMmme UCrbITYyeMOoro pactsopa
[OIMKHO COOTBETCTBOBaTL BPEMEHU
yAepXaHua 0CHOBHOro Nuka Ha
XpomaTtorpammMe 3TanoHHOro pacrsopa
OKCMMETa30nuHa ruapoxnopuaa,
Nony4YeHHOro Npn TeCTUPOBaHM

N3snekaemMbiti 06bem

MeToAaa.
Relative density (d 20/20) / From 1.006 to 1.010/ 1.008 /1,008
OTHocuTeneHasa nnoTHocTb | 1,006—-1,010
(d 20/20)
pH/pH From 5.6 to 6.1 / 5,6-6,1 59/5,9
Osmolality / OcmonsnbHocTb | From 270 to 330 mosmol/kg / 291 mosmol/kg
270-330 mocmonb/Kr
Extracted volume / Not less than declared / conforms

He MeHee 3asBNeHHOoro
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAIIU3A

Product: / Mpoaykr

NASIVIN SENSITIVE

Nasal metered spray 11,25 ug/dose /

HA3WBWUH CEHCUTWUB,

cnpen HasanbHbLIW A403MPOBaHHbIN, 11,25 mkr/aosa

SAP-Code: / Kog SAP: 81724614
Batch no.: / Ne napTuu: 255610A
Manufacturing date (mm.yyyy): /

Qdata npousBogcrea (MM.Irrr): 03.2022
Expiry date (mm. |

Cpok roaHocTH (MMm.rrrr): 03.2025

Manufacturer according to the

registration in Russia: /

Famar Health Care Services Madrid, S.A.U./

MpoussoauTens 8 COOTBETCTBUMN

C peructpaumeir B Poccuu:

«®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»

Parameter / MapameTtp

Specifications / Cneundukauum

Results / PeaynbTtarthbl

Average dose and uniformity
of delivered dose / CpegHss
0032 n 0 AHOPOZHOCTL
Jocrasnsemown 4o3bl

Average dose 45 mg 15 %.
Uniformity of delivered dose:

Average dose 125 %.

Max. 2 from 10 doses > +25 % from
average dose mass

But always < 35 % from average dose
mass /

CpegHsasn nosa 45 mr £15%.
OAaHOpPOAHOCTL A0CTaBNAEMOA 403bl:
cpeaHsAn fosa +25%.

Makc. 2 n3 10 no3s > +25% ot cpegHei
MacChbl A03bl, HO Bceraa < +35% ot
cpegHein macchl 403bl

46.73 mg/ 46,73 mg

Quantity of doses per pack /
KonnyecTBo 403 Ha ynakoBky

Not less than 190 doses per pack /
He meHee 190 A03 Ha ynakoBky

conforms

Relative impurities /
PoacTeeHHble npumecu

Impurity A— NMT 2.0 % /
Mpumeck A — He Gonee 2,0%

<0.03%/ <0,03%

Impurity ZP-1 —NMT 1.5 % /
Mpumeck ZP-1 — He Bonee 1,5%

<0.04%/ <0,04%

Single unknown impurity — NMT 1.0 % /
OaunHovHasa HengeHTUUUMPOBaHHAs
npumech — He 6onee 1,0%

<01%/ <0,1%

Total impurities NMT 4.9 % /
Bcero npumeceii — He 6onee 4,9%

<01%/<01%
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CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHANMIU3A

Product: / Mpoaykr

SAP-Code: / Koa SAP:
Batch no.: / Ne naptuum:

NASIVIN SENSITIVE

Nasal metered spray 11,25 pug/dose /

HA3UBWH CEHCUTUB,

cnpeu HasanbHbIA [O3UPOBaHHbLIN, 11,25 Mkr/ao3a

81724614
255610A

Manufacturing date (mm.yyyy): /

Oarta npousBoAcTBa (MM.ITIT):

Expiry date (mm.yyyy): /
Cpok rogHocTH (MM.rIrT):

Manufacturer according to the

registration in Russia: /

03.2022

03.2025

Famar Health Care Services Madrid, S.A.U./

[poussoauTens B COOTBETCTBUMN

€ perucrpaumei B Poccuu:

«®amap Xanc Kaa CepBucus Magpug, C.A.Y.»

Parameter / NapameTp

Specifications / Cneundukaumn

Results / PeaynbraTthl

OG6Lyee KONNYeCcTBO APONCKEBLIX U
nnecHesbiX rpubos — He Gonee
10' KOE/mn

Microbial purity / TAMC — NMT 102 CFU/mi / OCFU/10ml
MukpoGuonoruueckas Ob6wee konu4yecTBo aspobHbIX
yucrota MUKpOOpraHu3mos — He 6onee

102 KOE/mn

TYMC — NMT 10" CFU/ml / 0CFU/10ml

Pseudomonas aeruginosa — absence/ml /
Pseudomonas aeruginosa — oTCyTCTBME B
1 mn

Absentin 1.0ml/ 1,0 ml

Staphylococcus aureus — absence/ml /
Staphylococcus aureus — oTCyTCTBME B
1mMn

Absentin 1.0 mi/ 1,0 ml

Assay Oxymetazoline

11.25 ug / dose: 225 — 262.5 ug of

hydrochloride / oxymetazoline hydrochloride / ml /
KonuyectseHHoe cogepxxaHue | 11,25 mkr/ao3a: 225-262,5 mkr/mn
OoKCUMeETas3onuHa oKcMMmeTasonuHa rugpoxnopuaa
rmagpoxnopuaa

243.4 pg/ml / 243,4 ug/mi
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CERTIFICATE OF ANALYSIS / CEPTUOGUKAT AHANU3A
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Product: / MpoayKT NASIVIN SENSITIVE
Nasal metered spray 11,25 ug/dose /
HA3UBUH CEHCUTUB,
crnpen HasanbHbIN 0O3MPOBaHHbIN, 11,25 MKr/Qo3a
SAP-Code: /| Kog SAP: 81724614
Batch no.: / Ne naptuu: 255610A
Manufacturing date (mm.yyyy): /
Qarta npoussoacTBa (MM.rrrr): 03.2022
Expiry date (mm.yyyy): /
Cpok rogHocTu (MM.ITrr): 03.2025
Manufacturer according to the
registration in Russia: / Famar Health Care Services Madrid, S.A.U./
NpoussoauTenb B COOTBETCTBUU
€ peructpauvei B Poccuu: «®amap Xanc Kaa Cepsucus Magpua, C.A.Y.»
Parameter / NapameTp Specifications / Cneumcdmkauuu | Results / Peaynbtathi
Packaging / YnakoBka Package / 10 ml in polyethylene Package / 10 ml in polyethylene
vial with a metering device and vial with a metering device and with
with a protective polyethylene cap. | a protective polyethylene cap. 1
1 vial and a patient information vial and a patient information leaflet
leaflet in a carton. At least 190 in a carton. At least 190 doses per
doses per vial. / vial. /
10 Mn B NONN3TUNEHOBOM 10 MN B NONN3TUNEHOBOM
cnakoHe ¢ A03VpPYIOLLUM cdnakoHe ¢ A03NpyOWNM
YCTPOWCTBOM U 3aLLUTHBIM YCTPOCTBOM W 3aLUTHLIM
NOMNITUNEHOBbIM KOMNAYKOM. NOMUITUNEHOBBLIM KOMNAYKoM.
1 chbnakoH 1 nUCToK-BKNaAbILL B 1 cbnakoH 1 NUCTOK-BKNaAbIL B
KapTOHHOM Nauyke. He meHee KapToHHOW nauke. He meHee
190 no3 Ha chnakoH. 190 A03 Ha hnakoH.
Labeling / Mapkuposka In accordance with ND / Complies as prescribed /
B cooTBeTCTBUM C HOpMaTUBHLIM | CoOTBETCTBYET NpeanucaHHOMY
AOKYMEHTOM
Storage conditions / At the temperature not more than 30°C. /
Ycnosus xpaHerus Mpn TemnepaTtype He Bbiwe 30°C.
Shelf-life / Cpok xpaHenus |3 years / 3 rona

Assessment: / 3aknovyeHue The batch complies with the specification according to ND NI1-
000511-261017 (amend No 1 from 04.02.2019, amend No 2 from
19.11.2019) / MapTtua cooTBeTcTBYST Ccneyndmkaumam

Date / Signature of Qualified Person: /
Oara / nognucb ynonHOMO4YEHHOro nuua:

-

P&G Health Austria GmbH & Co. OG 8/9%
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